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EAKTEPHAJlbHblX MH<DEKI4MM 

(57) M3o6peTeHMe othocmtca k 4)apwiaKo/iorMM. 
FlpenapaT a™ JieneHMfl BMpycHbix, 
xnaMMAMMHbix m 6aKrepnanbHbix MHcpeKqnM, 
npMroTOBneH Ha ocHOBe 



nHTep4>epoHa m mo)k@t 6biTb ncnojib30BaH Ann neneHMfl 
MH^eiquM, npoieKaromux Ha <J)OHe MMMyHOAectwijMTa. 
HoBM3Ha npenapara 3a«nioMaeTCfl b tom, hto oh 
npeACTasnfleT co6ofi e/jMHyK) neKapcTBeHHyio <t>opMy m 
cmgcm MHTepcfDepoHa m Beu^ecTBa, o6n3Aatomert> 

aHTVIOKCMAaHTMHblMH CBOMCTBaMM. B KanecrBe 3Toro 

BeiqecTBa wcnonb3yK)T anwfea-TOKo^epo/ia ai^eiaT. 
npenapaT coflepxaiT HHrpeAneHTbi b cneAytoufeM 
KOJiMMecTBe: nm*ep(}>epoH 500 000 ME, anwfea- 
TOKOcfeepojia aLteiaT 0,01 - 0,2 r. npenapaT Mo>KeT 6biTb 
Bbino/iHeH b BHfle peiaanbHOM Kancynbi nnn cBenn m 
BBOflMTCfl peiaanbHO. Co3AaHne eflMHoPi neKapcTBeHHow 
<|)opMbi 3HaMMTenbH0 ynpoti^aeT npoqecc nenenm npw 

COXpaHeHMM BbtCOKOM npOTMBOBMpyCHOM H 

aHTHMHC^eKqnoHHoPt aicrMBHocTM npenapaTa. 2 3. n. ((wibi, 
2 Ta6/i. 




M3o6peTeHne othocmtca k <t>apMaKonomM, k ne- 
KapcTBeHHbiM npenapaTaM Ha ocHOBe MmepcfeepoHa, 11 
MO)KeT 6biTb ncno/ib30BaHO Ann neneHM* MHcfreKLjwfi, 
Bbi3BaHHbix BiipycaMM, xnaMivyraMM, 6aKTepM5iMM, 
npocTOMLUMMM n npoTeKawmMx Ha 4>OHe hmmyho- 

M3BecTeH KOMnneKc oTfle/ibHbix npenapaTOB Ana 
JieneHMfi BnpycHbix MH^eKqnfi, cocroflmMtf M3 mh- 
Tep(|)epoHa, KOTopwtf bboabt peicranbHo b BHAe boahopo 

paCTBOpa M BMT3MMH0B E H C, KOTOpbie BBOAHT B BHfle 

pacrreopa BHyTpMMbiuieMHO napanneribHo c 
MKrep(jbepoHOM. PeiaajibHoe BBefleHwe HHTepc|)epoHa He 
Bbi3bmaeT HexcejiaTenbHbix no6oHHbix ^bjighmm b B^qe 
TouiHOTbi, rojioBOKpy)KeHMfl f noBbitueHkw TeiwnepaTypbi, 

KaK 3T0 MMeeT MeCTO npM BHyTpMBeHHOM, 
BHyTpUMblUieMHOM HflU nOflKOKHOM BBefleHUH, 14 

cnoco6crrByeT 6bicrrpoMy BcacbiBaHMio npenapaTa, 

flOCTM)KeHMK) BblCOKOM KOHljeHTpaLfMM erO B KpOBM, 

BbinafleHHK) GapbepHOM 4>yHiojMM neneHM m ynpmemm 
ero L^upKyiwqMM b kpobhhom pycne. BBeAeHMe na- 
pannejibHO c HHTepcfepoHOM BmaMMHOB E m C-BemecTB, 

06j13AaK)UftX aHTMOKCMflaHTHblMM CBOMCTBaMM, npMBOflMT 

k npeflOTBpai^eHnio 3HaHMTejibHoro HapyuieHM* 
nunKAHoro o6MeHa BcneflCTBne MHTeHCM(|)MKaL4MM 
nepeKMCHoro oKMcneHMfl jiiothaob, HopMan 1433141/114 

4)yHKl4MOHMpOBaHHfl CMCTeMbl HHTeptjDepOHa M B KOHeHHOM 
MTOre HHTeHCMBHOMy CHM)KeHMK) CX)flep>KaHMJi B036yflMTe/Ifl 
MHCfieKUHM. 

OflHaKo, HanwMwe KOMnneKca OTAenbHbix npenapaTOB 
n pa3Ae/ibHoe mx BBefleHMe OonbHOMy co3flaeT 
onpefleneHHbie HeyAo6cTBa, ycno>KHfleT npoi^ecc 
neneHMyi. Kpowie Toro, BBefleHne MHTep(})epoHa b BHAe 
BOAHoro pacTBopa peicranbHO 3aTpyAH*eT ero TOMHoe 
A03npoBaHne m BefleT k noTepfiM npw BBefleHMM 
npenapaTa M3-3a B03MO>KHoro 3aieKaHMfl BOAHoro 

paCTBOpa H3 npflMOM KMWKM B CHrMOBMflHyHD. 

YcTaHOBneHO Taiwe, hto ncnojib30BaHne b Ka^ecTBe 
aHTMOKcuAaHTa BMTaMMHa E (anbcfja-TOKocJjepona 
ai4eiaTa) npuBOAMT npw BHyipuMbiiueHHOM BBefleHnw ero 
MacnflHoro pacTBopa k o6pa30BaHMK> AO/iro He 
paccacbiBafotuHxcfl MHcfinnbTpaTOB oneor-paHyneM. 

3a npoTOTMn npMHAT npenapaT, coAepwaiAMM reHHO- 

MHWeHepHblM MHTep(J)epOH M BbinOJIHeHHbIM B BMfle 

BOAHoro ero pacTBopa. 

33AaneCi M3o6peTeHHfl flBnaeTCfl co3AaHne eflMHoro 
jieKapcTBeHHoro npenapaTa Ha ocHOBe MHTep<t>epoHa, 
oGrtaAatou^ero bwcokom npoTMBOBMpycHofi m 

aHTMMH(J)eiqMOHHOM aKTMBHOCTbK) PJW JieHeHMfl BMpyCHblX, 

xnaMMflHMHbix m 6aicreptiajibHbix MH^eiquM, m 
npeACTaBrwioinero co6om OAHy neKapcTBeHHyio cfropMy, 

BBOAMMyK) OflHO MOM 6HTH0 M eflMHbIM CnO(X)60M. 

CyiUHOCTb M3o6peTeHnn 3ai<nioMaeTCfl b tom, hto 
npenapaT aha neneHMH BMpycHbix, xnaMMAMfiHbix m 
6aKTepnaribHbix MH^etquM, BKnfOHafoa\nM reHHO- 
MHweHepHbiw MHTepcfjepoH, comacHO M3o6peTeHMio, 
AonoJiHMTe/ibHO coflep>KMT anb(|)a-TOKOct)epona 
aL4eTaT npw cneAytomeM cooTHOtueHkin KOMnoHeHTOB: 
HHTep(J}epoH 500000 ME Anb4)a-TOKOct)epona ai^eTaT 
0,01-0,2 r. 
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Anb4>a-TOKO<t>epojia ai^eTaT HBJifleTCfl cMHTeTMMecKMM 
npenapaTOM BmaMHHa E m BbtnycKaeTcq b BUfle 
Macn^Horo pacTBopa. BKnto^eHne BMTaMMHa C (ao 
Kop6MHOBoft KwcnoTbi) HBnfleTCfl Hei<enecoo6pa3HbiM, TaK 
Kan pa3Apa>KaK)me AeficrrByeT Ha cnu3MCTyK> npmoft 

KMLUKV1. 

npeAnaraeMbiti npenapaT MO)iceT 6biTb BbinonHeH b 
BMAe peiaanbHOM >KenaTMHOBOM Kancynw, npw stom oh 
Aono/iHMTe/ibHO coAepxcMT pacrmTenbHoe wnw Ba3e- 
iiMHOBoe Macno b Ko/iHMecTBe 1,5-1,8 r. 

npenapaT momst 6biTb Bbino/iHeH b BMfle CBeMM, npw 

3TOM OH AOnOJIHMTenbHO COAep>KMT JlMnO(})MnbHyK) OCHOBy 

b KO/iMMecTBe 1,0-3,8 r. 

C03flaHMe 6AMH0M JieKapCTBeHHOM 4)OpMbl, CO- 

Aep>Kai^ei4 MHTepcf)epoH m a/ib^a-TOKocfiepona ai^eTaT, 
3HaHi4Te/ibHO ynpomaeT npoi<ecc nevenvm m npw stom 
o6ecnemiBaeT coxpaHeHMe tom >Ke npoTMBOBupycHoft 
amiBHOCTM, KOTopa« Ha6^K)AaeTCfl npw pa3Ae/ibHOM 
BBefleHnn paanwMHbiMM cnoco6aMM oTAenbHbix 
npenapaTOB MHTepcJjepoHa m aHTvioKcnaaHTa. 

BbinojiHeHwe npenapaTa b BUfle peiaanbHOM icancy/ibi 
win cbbhm no3BonneT 6onee TOMHO A03MpOBaTb 
KOMnoHeHTbi, o6ecneHMBaeT B03MO)KHocTb peiaanbHoro 
ero BBeAeHMfl MMeHHO b tot or^en KMiueMHUKa (cpeAHMft 
OTAen np*MOM kvilukm), rfle o6ecneHHBaeTC$i Han6onee 
no/iHoe BcacbiBaHne, a TaioKe no3BOJiifr M36e>KaTb 

OCJ10)KHeHI4M, B03HI4KaK)lAI4X npM BHyTpMMblLUeMHOM 

BBeaeHMH MacnnHoro pacTBopa. 

KpoMe Toro, ycTaHOBneHO, hto BBeAeHMe b npenapaT 
anb(})a-TOKO(f)epona ai^eTaTa, o6naAaioiAero 
aHTVto KCHAaHTHbi mm CBOMCTBaMM, npeAOTBpainaeT 
pa3pyiueHMe MO^eKyji^pHOM crpyKTypbi MHTepcpepoHa, 
KOTopafi Ha6jnoAaera npM MaHMnyjifli^Mflx, npoBOAMMbix b 
xoAe npMroTOB/ieHMfl npenapaTa, a Taione b pe3yxibTaTe 

OKMCJieHMfl aTMOCCj)epHblM KMCXIOpOAOM, MTO, B CBOK) 

onepeAb, o6ecnenMBaeT CTaBMnbHOCTb MHTep4>epoHa b 
roTOBofi JieKapcTBeHHOft 4>opMe. 

Ann dKcnepMMeHTaribHOM npoBepioi 3afiB/iHeMoro 
npenapaTa b acemitHecKMX ycnoBMflx 6bmo npMroToeneHo 
7 peiaanbHbix Kancy/i w CBenePi M3 CMece^ MHTepc})epoHa c 
pa3/iMHHbiM coAep>KaHMeM anb4>a-TOKO(j)epona ai^eTaTa m 
6bina npoBeAeHa mx npoTMBOBupycHa* aKTMBHocTb 
TMTpoBaHMeM no o6menpMHATOM MeTOAMKe Ha KynbType 
ncaHM AMnnowAHbix 4)M6ponnacTOB HenoBCKa M-19. 
HenocpeACTBeHHo nepeA TMTpoBaHMeM BbicBo6o>KAeHMe 
Beu^ecTB M3 cBeMew m Kancyn npoBOAM/iM Ha MarxMTHOM 
Mewanxe b 10 mh ({)M3MOJiorviMecKoro pacTBopa b TeneHMe 

15 MMH 

npM TeMnepaType 37 C. B KanecTBe MHAMKaTopHoro BMpyca 
b npoi^ecce TMTpOBaHMfl Mcno/ib30BanM BMpyc 
3HLte4)anoMviOKapAMTa MbitueM. 

Pe3ynbTaTbi npoBepxM npenapaTa c pa3/iMMHbiM 
coAep>KaHMeM anb4)a-TOKOct)epojia aqeiaia npiiBefleHbi b 
Ta6;i, 1. 

TaKMM o6pa30M, onbiTHbiM nyTOM Ha KynbType KneTOK 
BbiJio ycTaHOBJieHo, hto onTMManbHoe coAep>KaHMe 
anb(|)a-TOKO(t)epoJia ai(eTaTa b npenapaTe KO/ie6anocb ot 
0,01 ao 0,2 r. HMeHHO npw TaKOM coflepwaHnw anb(J}a- 
TOKoc^epojia a\\eiaia npenapaT o6naAan MaKCMMa/ibHoft 

npOTMBOBMpyCHOM 3KTMB- 



2057544 



HOCTbK). 

npeflnojio>KMTenbHo f kojimm6Ctbo anwfea-TOKocfeepona 
ai^eiaia, MeHbiuee 0,01 r He npeflOTBpatnaeT MacmMHoro 
pa3pyuieHMfl reHHO-MHweHepHoro MHTep<})epoHa b 
npoLjecce npuroTOBneHMJi nexapcTBeHHbix dpopM. 
KojinnecTBO anwfea-TOKotfeepona aLfeTaTa, 6onbUjee 0,2 r, 
npeflnojioKMTenbHO noAaBnneT 6nbnomHecKyio 
aicTMBHOCTb HHTepcf)epoHa. 

BbiiueoniicaHHbiM cnoco6oM 6bina TaiOKe npoBepeHa 
npoTMBOBwpycHafl aioxBHocTb npenapaTOB c pasniwHbiM 
COCTaBOM MHrpeflWeHTOB, Heo6xoAMMbix aha 

npwroToaneHMfl peiaanbHbix Kancyn v\ CBenetf, m b 
paannMHOH mx KOM6wHaijmi. B Ta6n. 2 npuBefleHbi 
pe3yjibTaTbi npoBepKM. 

KaK b^aho M3 Ta6n. 2, npuroTOBneHMe npenapaTa, 
cocToyiinero Tonwco M3 MHTepcjjepoHa m TBepflono >Knpa, 

BefleT K CHVOKeHHK) 6M0J10rM4eCK0M aiOMBHOCTM HH- 

Tepc^epoHa, BBefleHwe we b cocTaB anbcfca-TOKOcfcepona 
ai<eTaTa Bej\ej k ero CTa6wnM3aqMw, a coeflMHeHMe stow 

CMeCM C TBepAbIM )KMpOM MJ1M paCTMTeJlbHblM MaOlOM H8 

MSMehweT HananbHow npoTMBOBwpycHofi amiBHOCTM otom 
CMecM. KpoMe tofo, Mcno/ib30BaHHbie A03bi MHrpeflneHTOB 
b npot^ecce TviTpOBaHMp He 0Ka3biBann TOKCMMecKoro 
ennflHiifl Ha KiieTKM <})a6ponjiacTOB M-19. 

ripn BbinojiHeHMM npenapaTa b bha© peicranbHbix 
Kancyn era i-otobat cneflyioinMM o6pa30M. TeHHO- 



<E>opivfyjia 

1. nPEnAPATAHfl JlEHEHHfl BHPYCHblX, 
XJlAMMflUMHblX H BAKTEPMAJlbHblX MH<t>EKL4HM f 
BKniOHaioimiM reHHO-MH)KeHepHbiM MHTepcf)epoH, ot- 

JlMHaiOlUMkiCfl TeM, HTO OH flOnOJlHMTe/lbHO COflep>KMT 

anbcfea-TOKocfeepona aqeiaT npn cneAyiomeM coot- 

HOLUeHMM KOMnOHeHTOB: 

TeHHO-MHweHepHbiM MHTepc^epoH, ME 500000 Anbcfea- 
TOKO(f)epo/ia ai^etaT, r0,01 0,2 



MWKeHepHbift MHTep<t)epoH (nopowoK) b KonviHecTBe 500 
000 ME pacTBopaioT b 0,5 mh MacnnHoro pacreopa, 
coAepwau^ero 0,01-0,2 r anbc|)a-TOKo4)epona aueTaia, 
Ao6aBfifln npw otom fleiepMHT aha paBHOMepHoro 
pacnp^AeneHMfl MHTepct>epoHa b npenapaTe, Hanpuwiep 
tbmh-80 b KOJiMHecTBe 0,06 r. ripwroTOBneHHyK) Maccy 
TinaTenbHo nepeMewwBaiOT. 3aT6M b cwiecb Ao6aanaioT 
Macno pacTHTexibHoe b KonimecTBe 1 ,0-1 ,5 r ao 
CTaHAapTHoPi Maccbi coAep)KMMoro Kancynw b 1,5-2,0 r. 
ripeABapMTefibHO wenaTMHOBbie o6ojiomkm Kancyn 
(})opMyK)T MaKaHneM. 3aTeM Kancy/ibi 3anonHflK)T 
npwroToaneHHofi cMecbio m 3ananBaK)T. 

ripw BbinojiHeHiin npeAnaraeMoro npenapaTa b BMfle 
cBenew ero roTOBAT cneAyiomMM o6pa30M. TeHHo- 
MH)KeHepHbift MHTepc^epoH b KO/iMMecTBe 500 000 ME 
pacTBopjiioT b 0,5 Mn MacnflHoro pacTBopa, coAep^ai^ero 
0,01-0,2 r anb(|)a-TOKOcJ)epona aijeTaTa, Ao6aanfw npw 
3TOM 0,06 r tbmh-80. flpMroTOBneHHyio Maccy TujaTenbHo 
nepeMeujMBafOT u BniiBaiOT b pacnnaaneHHyK) 
cynno3MTopHyio nnno-(f>MnbHyio ocHOBy m pasnMBaiOT b 
(f)opMbi. B KawecTBe ocHOBbi Hcnonb3ytoT TBepAbift >Knp b 
KOJiMHecTBe 1,0-3,5 r, <fro6bi KOHenHsw Macca CMecM 
cocraenflna 1,5-4,0 r o6L4enpMHflTaa Macca peiaanbHbix 
CBeneft. TeMnepaTypa pacnnaBJieHHoft ocHOBbi He AO/DKHa 

npeBbiiuaTb 37-40 C Ana npeAOTBpati|eHMP pa3pyiueHMfl 
MHTepcfjepoHa. 



2. HpenapaT no n. 1, OTJiMHaromnMCfl TeM, hto 
BbinonHeH b BKAe peiaanbHOM we/iaTMHOBOM Kancyxibi, 

npM 3TOM OH AOnOflHMTeJIbHO COAep>KMT pacTMTenbHoe 

Macno b KOJiwwecTBe 1,5 1,8 r. 

3. npenapaT no n. 1, OTnma\ou\v\v\ca TeM, hto oh 
BbinonHeH b bmao CBenn, npw stom npenapaT Aonon- 
HMTenbHO coAep>KMTnwno(t)MnbHyK) ocHOBy b KonwMecTBe 
1 ( 03,5r. 



II306peTeHHH 



Ta6jiHi|bi 



TaSnnua 1 



KonHMecTBo reHHO-MH>KeHepHoro 
MHTepcf>epoHa, ME 


KonwMecrBO anbct)a-TOKocjDepona 
aMeTaTa, r 


ripOTMBOBMpyCHafl aKTMBHOCTb 

npenapaTa, ME 


500000 


0,001 


250000 


500000 


0,01 


500000 


500000 


0,1 


500000 


500000 


0,2 


500000 


500000 


0,3 


250000 


500000 ) 


0.4 


250000 


500000 


0,6 


60000 
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Ta6ntma 2 



uoudB npenapaTa 


KojiMHecTBO MHrpeAM- 

eHTOB 


ripoTMBOBMpycHan aK- 

Tl/f RHOfTTK nnpnfln^Ta 

irionwio I i^JCi IGfJCl 1 CM 


TeHHO-nHHceHepHbifi m HTepcJjepoH (raMiwacfeepoH, 


500000 ME 


500000 ME 


peac^epoH, peanbflwpoH) b pacrBope 






reHHOMH>KeHepHbiM MHTepc})epoH 


500000 MF 




ajib<|)a-TOKoct)epojia aueTaT 


01 r 




TBHH-80 


0,06 r 




TBepflbIM >KMp 


2,5 r 


500000 ME 


reHHo-HH>KeHepHbiM MHTepcJ^epoH 


500000 ME 




anbcfja-TOKocfcepona aqeTaT 


0,1 r 




TBMH-80 


0,06 r 




pacTMTejibHoe Macno 


1,5 r 


500000 ME 


reHHO-MH>KeHepHbrM MHTepcfrepoH 


500000 ME 




TBMH-80 


0,06 r 




TBepAblM >KMp 


2,5 r 




reHHo-MH>KeHepHbiM MHTepcfcepoH 


600000 MF 




TBMH-80 


0,06 r 




pacrniTe/ibHoe Macno 


1,5 r 


125000 ME 


TBepflbIM >Knp 


2,5 r 




TBMH-80 


0,06 r 


0 


PacTMTe/ibHoe Macno 


1,5 r 




TBMH-80 


0,06 r 


0 


TBepAbiM >Knp 


2,5 r 




anb4»a-TOKOct)epoxia aueTar 


0,1 r 


0 


PacTMTe/ibHoe Macno 


1,5 r 




a/ib<t>a-TOKo$epojia aqeTaT 


0,1 r 


0 
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This document describes a method of producing an interferon using filtration of 
interferon solution through Sephadex T25. 



